Ver 1.0 -> 2.0

10f
B I
MHr = 5 :
Ljo . wm :
s iy
0 oK 2 )
o o ;
C, wm - r Ww Hr
. & - : E_o
i zo B : : :
; : . = | T 8l
E. : : ® 80 | <0
o 2 oo 5B :
H 0 1) = AR : .
PY K o1 Bl < ¢ "
4 g : G <k
il X X oH ) = -
EH] mo RO R 7 : .um :
ao t /o< Y T e : y
= ao gl %0 < ! - :
5 0 | @ pa :
S oo | o [N oo Rl Pl
_._._“_ ES o0 Q_o n Q_o . 5 |_ E_
l — v ._A_l H_._ < .._mH_ ﬁ :
< o K s} i : 7
R = -~ = do| | X , :
KH of < 8 o o LR R w | 5
o._ - - i = | .| m <k I <
mu : “%3 : — | RO = oo | © /g
1 ~ o o0 =n ul zo | < o 7|8 - =
0 K- of S | w = | do o) |2k i
RN =) E =1 Bl < 3
MR = I S o >z 4 : :
x | ﬂu : i 2| oo T R0 K Kd
Tl | K KF T — i S 0 = K| = - ) ol o o
: dh : .on 3 = ar | od of mu " 3l 1o
71 | B | 10 11 ol "~ Ko Bl | = % _m._M o :
— | T 10 — ~ D : ;
: Mo w_n <8 ik oo 00 7o ™ Y
| : o o Tl
HBE bl % S = H0 =< K 8l =)
= | = K L, © 7 ol Ca e ok | X0 o " ;
3 x._ : : e < . alo ol = 50 20 ~
0 6 i} G o o - — 2 KU
& : e Tu Pl o = ! o r+
o B zu | & S KO i h 5 0 : | :
™3 o A < ~ | = o 2 5 - H__l _.=_
— — 1 < _.An_ (=] _./O ~ 3 - H_._ : ;
: : - : : 2 T S N | 2 Mo o
: : i : - < K+ Q e | & - T —
: : ] = S " < A O I K - od
~ — « | KO A Q|5 AN 1 On_ m - 10 EE o1 A_o
: : : 2 5 3 E = A m g U I+
S |2 N ol| = o & 2 : Ak a
m mu Mm o s | O — I N A ©o K4
> | D — - | KO =) o & = . = ;
3 5 R 8 IR _ .
iy ] o . 5
2R S 5 | KO = ol o 3o 5
S |8 =8 |8 © 8|y 2| 3
~ | > D S g 28
o | LT o
(V]




%0
ol

|

o

=)

@ 5T 249171 o

2. 2420 HE A< He

ojnu

1) RN o[, X=ME, 2=7(7] S

oF-

RO

Al
U

IANNZRH &2

gz

= HES &

of 285

[N
<

I

iy
K

Al

o

=

—

JaAlOf oo

=
=

»

=2 M

12| 2| M

|(IRB)

.{

| A

k=)
2|

HE2| ™ CRIS &5 82 (KCTO000000)

=

@ A7H| YA
pN|

@ @A
® 7|Et &2

®

1ok

.

Jn

ol
U

14

£ x=do

(CRIS) == A

2

YA EAH]

x

[m]

(o)
i

22[(IRB) &

o
=2

ok

—

od
J

4

K

ol

ofl

[N

=
=

ATFCHA AL HA0H il A

2l
=

x| A

=
T

&l

2l
=

ok

—

—

FX}

—

k=1

Aol 4% of A, 22

b

=]
—_

olo

Version 6.3

1/16



sE #2 E258H 90¢ ol X HM2=

M|

R

ol o2zt

24
=

ZoilA ofeld

#

St HAHE7H

I

Klo
i

]

<r

|(IRB) A

Af

of otzfet

=)
=3

A A

A
o

o
[

1)

ulo
Kfo

8l

0
ol

ol

-_—

ol

<r
ol
<lo
<0
Bl

.

Joil

3

L

o

gofA "

HHAHE 7L
HMEst, 1 olLof EE&2FHAM

I)(k)l-g

o
[

14

114
)

<0
i
Bl

e

<0

ol

=

=

2 HIM

__I_I.

o

T 3R A, dZE

(CRIS)O

A

PAT G E A

Ol A
oo

o b~ .
T'__%:lo|'t

71
70

RO

=<

SME 219l

%72 AR ZEAMH|A (https://bizhira.orkr) B — 7|

i
a-
&1

i

i}
=N
i

ujo

—_

2

IM/CRIS 5&8H2 E

A TESY S

20
o -

M7 A, IRB

1)

.|

fHiL]

ok
ol
EX

4

o0

KK

M H[A0f| A
Version 6.3

.I

ME QA T. 0381
2/16

AR T. 0127
T. 033-739-3732, 3734, 3736

Al
A
=

o & o]

. OlA}

. Oo

L 2T Mal BA 2o B

| -

—

|

=

FE X2 SFLiOf CHOHA]

il
—




- HEMR
- Yooradgolgaiiys
- HEAIEHAIRIHRIMRE) Helolz M

- Z[EPETIRAR 20| HR LD

U G ERUI=AE

3229 Yy
E43 29301 1

i

-SojAlg -

30 | 230 8
Hg83s | Ha2an
-HARIE - (RE AR - HAAREHUMA
Helsidiio i 27| A2

2YZ0E WAL

Aagp He .

[ AP 5=

N

HEZAEY
(E2is 283

[

A

3/16

ooy,
502 0jLh)

AFAFE

BEAFE
Ay

\

]

oiAFo:l:'“L

|chtER

- MEHE Hol ¥ - YYAFTOILI IR

% YIS ANE|ZEN ZUL S

HelgiolSeiaz] Hol 7 MARA RYR
Aol
< [

- YA A AISIBIEI(RE) 91
- HUAFYSMBIACRE) ERUE N .

- BRAADITAYUAT, 20130 28

a4 dpueg Fojdr A
3d ERoM By A

Version 6.3



]
ol XX{ XFAIH}IEH
= [Pt d Tood
> AMAl: A - EM7|IY - EEE - HEH
> ZAxM
[EZX] 7[E-CTCQl — [AE] MAATFA — [AX] MAALKS] 250 b
(YA QR 3 dEF Jhs)
p MR BEMALEE
P TRHZ
¥ SRUZ R AHIE -
EEUWEE: 139
SMAE : BIACIHU0IE S SIE - 9004
HAYUT 9 HAUT AT
> HEEM
(1) ged72Fa0 SASEN
(2 Fdgragdad AFMUEN
X Ch CRIS s8HZ O|ME2 A8 52 &2 8% a7t 7[¢t HE East 40=
ofzfel ZEXtof| wE PDF Mt XME ZR
2%47|# AR EEHMH|A(https://bizhira.orkr) BE — 7|8 SSAFSMZE 219l
- o|g7|Ege - AMAT 2AZ0] HE AHUYE U =3 - £ > PDFE X%
4% QU0 NE TN I I x
# T)YURIIZRE > YLUT QTS0 NS B MY YLHT QUS0I NS BN L 33 moims = nz | masz | =3
| 24937 2220 WZYD a3
bEd 7 |
HEF EEERIE VEEET N 2022-12-20 -
NEHE Hag 201-08-25 o
AZEHMAEINE 22 (33-739-3736 ZsEHg 2021-09-23 o
EECh) )
FoED

4/16

Version 6.3



ZTo|| ofzfe] M4

> o

I

orl
ol

%) — %) =
[ - a0 [ - o
= g <+ = R <
<] ~ 5 <] ~ 5
T il = il
5|5 (= i | g =
0 0 E_ N 0 %0 E_ N
fof ™ K= | oo Ul of |or [T - o K oo Ul
% | ol 7 B E B | M | & [ s A 0 = M
Wro| ofl B0 0 mr 0 o N W g (50 2o wr 0 o
O | W [RU o0 ujo o = E 0 | &) RN o0 wjo ir <
of | oF |ok | o Ok |oF| of |[or
2 B | = :
P2 oF = o
K- 3 1H K K
K | ®o | K - | B0 =
o= Bl | <0 T Fn o | = Bl | <0 o
K S [ | ) K | A
3 = | W - K 3 = | W -
ol [ Bl = i | oo E|_I| g
B |oU| R || o D® R TR (T8
Rl®|mar || |ko O % |7 ta ||| oo
Bl |ol| 818l |8| B & |of of | B |oT| BB | BB RI| of oF

Version 6.3

5/16



2021.4.30.>

MAT <7iH 2019.1.18.,

=2

g 71E [EX] AN

1

-
o

<0
ofl

4

o

Xz|7|zt

el

ol
e
K1

__0._

-

e
pal

ol
S R - - = _
- = | = "R
= om | oo | —
o 5 % U =
N o | o IS =
Tl <f © | W -
o o
>3 —_——| — —
S o}
- 7 — ] = | = T W %0
o] Sl - 2000 20 | <0 70 g
Y w || 5% I % RO - K
7l m |2 oW o ol < t L)
~N < S <iw << — 19
g 0[o
) - M e
5 N K4 M
o = T __|oro —
had 2 ™ T | OF | 00 | .
5 < Ut |
i i o o
- Olﬂ __O._ —_
ol o — K
o Gl ny o o O
= 2 N P — | o
o |Hw._ oK il -
W - A E
® oW - L . 31
A — ok N K -
K o ; L w0 20 < | —
o |5 ol | T o N 2 gl
= mn I R - N H = __ﬁ
B K ooom o 2R Eoonn ok ©
- K & & o R DN 2 g~ 8K
EES || oM mooD ow S g N
~ |4 0 || 3 I ol | w B U o ol | Bl | | B
—_ 3 ma —_ J— —
Al i = I & Al LS
N = - Sm N W Ko KE
00 T T ox ® = W
0 5 <0 o <k Bl 3l N

FHEe=z J|IM)

=
o

O:
!

4|

|=2171,

Z X (80g/m) ]

= =
[_—3

AFX[(80g/m*) EE

HH A
=

297mm X 210mm([

Version 6.3

6/16



Klo
7ol

I+

Klo
ol

Ki-

| w2t 9l ei7of cf

ol

=

X4z H[1

| 2kt 71&,

o

=y

K

=]

°

ol

(M == 2

=
K0
<

ol
R0

<

Tl

-+

70
X0

—_

Kl

X E EESHAI7| vt

1l

700

lof ZAI7| wigfuich

£3

At 7Ldol Al
tol 32 A7y

S{Al
(==

21 Hoil CRIS SEHZE L

A

2ol T8

__o_l

i

o

toll 7| 7K

=1
i

) &2 d|1

I

il
it

4 2| 7|

X

= Ex5
|t

= =
=]

S

<
Pl

Mm

H0

A

=

aF

lof o177

o
A2l " A

718 =ofe| ATIiEAldE 2lo|

5

=1,

S

b

ofzf et #o| XMz|E Lt

0

[
[

=
=

HA| A A

K Al
O -

2z

AL 3371

1<

il

'TIIATIHLALY AT = SYAFT|¢o| HHoll 2A

FA|7| vihct.

O:
ol &IEAM

3.

Version 6.3

* K|3z=H|2

7/16

* M|3=H|2

=




MAIT <Al 2019.1.18., 7HA 2021.4.30.>

k=l

[EX] H2

oj2 MM

4

oH

el

el

ol
e
K1

__O._

-

e
pal

3
ofl
ol
o
K o
Z
o] ofl
~ ol —
=N ™
~ %
ol
3
o
pal
o]
ED
T
oM
1)
.AI
Il
0y BBl =
T K moow | W =
_—A _'I— — —A
I — N | T ok =~
bog 0w BEE YR
MR g Rl up F
~ < X0 N[ < 0
N o - I T
= - m <
it ol : e <o
20 oo - or
of + 3. o S
3. Rl

L ct.

E

1ol

x~
o

<d

to ole|

S

off o

ol
i
[u}

T
a

-

=N

K0
<

o4
KO

<

Mo

At

Io

ol

(e-mail):

—
1o

K0
ot

HO

<[
o0

~NO
=~

™.

A EMT

ol
-

0
X0

-

Kl

FAIZ] BFELEF

o =
=0

Lol EXE @

700

X (80g/m) ]

=<
=&

—
[

AFX|(80g/m') EE

HH A
=

297mm X 210mm([

Version 6.3

8/16



Hr

uH

ofzfet #ol Mz|g

[
[

o MEAM

bl <
R0 “
i Y 2
N B B
T3 5
s 0 )
70 Iy
b +
%0 8
= <
o
A
0 o
z W o =
3 =
T - KO >
3l % M
R8T 23
pal E3 R0
R I
a < x4
20 o i Jx._.b
ol © N
I

Version 6.3

9/16



<
R0
<
040

Rl

no

o0

ol
Al

KH
CH

ol
00

-r

o
<0
ofl

.. ”—An
o] ~
E
o o
ljo
» of
= "
S D
e =
o & b
Kl = T
= mm w+
o] S I o
N el & z
o v K
~ 3 ol )
o 00
T0 &
o r=)
R0 NI
- < o0
Iof ol o
E o
ol = iy
- = g
& D <0
LI ofl
X ES
) 50 el
T —_~ __2 ﬂ
[
=4 i oK N ki
L N | kG o0 i
) — | - -0 —_—
u- > 10 OO ™ I A_l O— —
— Kuol
of n |30 iy
R e}

@

K0

<
ol

—_

<0
<

(e-mail):

—_—
I[e}

K0
orl

HO

<0
ol

~NO
=

(BN

Version 6.3

10/16



MAIT <tlA 2021.4.30.>

=

g 71E [EX| Hi3

2 BN

Kio

-r

o
<0
oll

xXz2l7|zt

S

oll
¢
zI

__0._

-

$F
pal

L CF.

k

=]

<)

o

o —1
o L=

o

AT

Oo| Al
o

|

HM15z=of w2t 2 et ol

I‘jlzll_c-J

S
i)

b

a
i

ol
oF
"3
pal
o} ol
~ ofll
=l ol
~ 2
of
E
o]
pal
o
w
U
ol B
~ <0
=
ol
®
-
g
o

o]
.

-

__AO
<

=1
i
80

A
T

H|
Tol g0l 8o

ATl AR}

—

o
i

I AF
S

a

oA 7|2}
o

ol
i

U,
u}

T

a
-

i
RO
<l

o4
KO

<

Mod -

=N

Io

ol

(e-mail):

—
I[e}

K0
o

HO

<0
1ol

~O
I,

™

=
z
1
o<
<k
ol
B0
Klo
i

Ko

&M 7

Tl
-

o0
X0

oy

P

X[ E EESHAIZ| vt

00

X|(80g/m") ]

R
Ko

[¥)

297mm X 210mm[ 2H A+X| (80g/ m*) &

Version 6.3

11/16



CRIS S&

hll_-|§ AH A

2 9Ols
co= T|°|_|'

o SHHOIM 2|3

oio|CIE RRTMS

7Hd H'IE% S8 gLIct

« CRIS 2|fl2 HHAZ[HI|
S

« EO|HO

- O —

I (0|0
2tEghH .

2o

* =2olS| So=
= ool

> HIZHE =0l

FiE A AstES

~ ZHeiE s 22i(0]
=) 2 =2 ey

= B 1]

- OtOICls WEAIR AIZtSs 6-207 FEAF TE RAIE g:ﬂqéw
=2

~ 718
(712 Hol, o=

=1

= AR PHES =SS0 AT UHEA 2

CRIS(BASETRSIE]2)S 0| S5 AT W 48 ot U S=, M8l THHE 2

s

JHRAIEE =3 - 0|8 59|

[ HE R R
-HS ATAE oy R B
- MElA RS 9t olH =1
-YyeREs=e Iy -2l B8
[Sashs Helas ws)
- moEws

- Email Address

[PHelE 2o HR-0|8 7|2H

=i
;m{\éi =Zeo| SeistAl e == Uom, OS] A= YAHT JEMTHW
o180l H2t0] 248 5 UsLCE
I ® sog © Soima 2 I
E-mail @

12/16

-0z
(=oi=Fo=t s

= H2UHS

A E = M3 AHE 52|
PHABRE 3= 718
WWHO (M2 24 7] 2)
PHRIEE S MY E 7IRe 3 S3)
SIHID Mol 29| R
A3t iU EE 8]
(=) 0|, ASHS Email Address
[HIZ2H= Ri2] 7Rl 2] 2R-018 7|2H
2a7

e

= TS po) Sol5| BE S POH, 018 AiE BAET
ClEoll 0] 22 = eIy

Version 6.3



= RIS
LR
| =L AT CRISEA| YYAFAEY 29| 23

AHAOIE

CRIS 4|
2 MY &5 7Y - 'Eﬂ
| e—
< >
Y4e7 5251 SEDERRER Azoe ve

2. Q0lA%

1) Yy s B
2) YT 55 20
3) YaeREEe 2
4) 5t AL E20

rimary registvt] SEEH 20, EF=712)

o 2210 SUAFRE LUK LA

SOl gatict

13/16 Version 6.3



N
L
X
u
r
o2
il
=
m
X
I
m
e
1E
ot

NF BES 2ot 2 M

CAARIETIE

1. ®374R (Background)

HTIITOIM SO UHET0| DRHS () NC5-09-266
AFIRES @

o ; % HED| IRHUST Gie EF HIET IRE ML EDE2M0 L2 il THEE == 50
(Unigue Protocal 1D}

[esH= @ (KOR}

(Public/Brief Title}

Ol

W E74= @ r

(Saentfic Title)

o
i

il check | (o

i e
(ENG)
7

ST @ == S SYEITI O 20 == o
tAcronym) (ENG)
AT AET @
(MFDS Regulated Study) O offyas) O oHL2(Na)
IND/IDE Protocol (T @ O GiYas) O oh-l2{No)

EEEALE SEGE @
(Registered at Other Registry)

1 O i¥es) O O 2(No)

LAAT 2ASC AZ @
AE o8

(Healthcare Benafit Approval
Status)

S1{Submitted appro

CRIS 5=

s
=

Lok

O3 12EHAE 28 = HANT HES SEHYLIL

et AY ( Study Details )

amne || wsarensl || e | vy || avHReTE - eTEuTiE || eees || aned srznuvs [EEEE
12, H3RH0le 28 (HSIEl HcAlR} d|0lE ) (Sharing of Study Data(Deidentified Individual-Patient Data, IPD))
HAFHOIE 2R A= @ - s -
(Study Data Sharing Plan) E o= (NG
-S:%’Oﬂ’é? AlZ] e = =
(T

ime of Sharing)

S=
=i - (KOR)
\Way of Sharing) = =

{ENGI)
@ w

CRIS T

14/16 Version 6.3



+ CRIS &To| MydddE S
WSRE] oo &
Q) Ztecs CRIS
291 2 Aoree) CRISEA YAy 29l2

CRISZ?
e

Olgdst A

Haoo=od

ng :F"

Ljosas

E R

L9 1122

CRS &4 BYHTEHRAQ
A=Y

Balijole

ECE Y

BAE

1129

plR £ LT

« HEStH= g7l A R HI| HES =2 A8 EE HolgL o
My 4ol
Szl Rt RS =l
AT HIESS 2EoM R,
S EHS  KCT0000000
g = g
AAE - AHEF
z[zHZ=Y : 2020-08-25 HE/SEZL :2020-08-25 2| ZAAMS  2020-08-25
e7RE 27| |aTEE MB0y AT AN BRI Y @
- o YEHUS =2 = HE HES 2ESE ME 7] JEfZH ELTh

HAF=SE ML Eng QSIHE =5 - Fng EEER] SR TR ety ZH7E
1, |57H8
CRISSEHE
PO s NCS-09-266 £
22 gnoT o pess i
[w]2stas= gE iy
== cris test2
=E YL YT Holg HeSE2
[kl Ank
[w| ETAS S2o=z0/5
HE cris test2

15/16 Version 6.3



Mz 7| SEiQl d7ts A YA R Al MMS £ O|HE =2l EXE A
XN CRIS Z2| XA H&E Lt
MEe YddTt= 13~25F O[O CRIS Z2|Xte] R HETL O[ROX|22 50| &|7

O
K| EANMOoR %4 2F O|A AQELCE

o
2ARE|B ST ATHEO| CRIS SEUST HOiED S MEj2 WYL

o
UHATE S2o AERE S2E 70| F2 AFIK eHY0I FRYEES YA

—

=zl YdeTs e/ Eoit o Y 2 HEYo| SFot olH Y FA2 TEELL

—

on

16/16 Version 6.3



